
Program Book
2025 WINTER MEETING
NRG ONCOLOGY

PHOENIX 
JANUARY 16-18, 2025

#NRG2025

NRG
2 0 2 5  W I N T E R  M E E T I N G

Oncology
P H O E N I X ,  A Z



Table of Contents

3    Welcome Message 
4    NRG Mission Statement
5    Continuing Education Information
6    Approved CME Session Credit List
7    NRG Demographic Data Initiative 
8    Social Media and WiFi Information
9    Meeting App Information
10  Hotel Map - Phoenix Convention Center
11  Meeting Agenda

79    International Members Subcommittee Meeting
80    Lung Cancer General Committee
81    Medical Oncology Committee
82    Medical Physics Subcommittee
84    Neurosurgery Working Group
85    Ovarian Cancer Workshop
89    Particle Therapy Working Group
90    Patient-Centered Outcomes Research Committee
91    Pharmacy Subcommittee
92    Radiation Oncology Committee
94    Radiation Oncology GYN Working Group
96    Radiation Oncology Theranostics Subcommittee
98  Sarcoma Working Group
100  Translational Science Brain Cancer Working Group
101  Translational Science GU Cancer Working Group
102  Translational Science GYN Cancer Working Group
104  Translational Science Lung Cancer Working Group
105   Uterine Corpus Cancer Subcommittee
107   VA/MTF Subcommittee

SESSIONS/SPECIAL EVENTS

17   The NRG Podcast
19   PSC Introduction to Clinical Trials
22   Winter Symposium - “Designing and Implementing
Pragmatic Clinical Trials in Oncology”
24   NCORP Bootcamp
26   Pathology Committee
28   Translational Science Committee
30   PSC Nurse/Clinical Research Associate Continuing
Education Sessions
32   NCORP Town Hall
34   General Session
36   Scientific Session
39   CDE Workshop

WORKSHOP AGENDAS 
(CME/Non-CME)

42   Adaptive RT Working Group
44   NRG-BR008 Workshop
45   NRG-BR009 Workshop
46   Canadian Subcommittee Meeting
47   Cancer Care Delivery Research Committee
48   Cancer Prevention & Control Committee Meeting
50   Cervical/Vulvar Cancer Workshop
55   Developmental Therapeutics Committee
59   Developmental Therapeutics Radiation Therapy
Subcommittee
60   Early Career & New Investigator Educational
Session Roundtables
61   Gastrointestinal Cancer Committee Workshop
62   Genitourinary Cancer General Committee
64   Gynecologic Cancer Committee
72   Head & Neck Cancer General Committee
74   Health Disparities Committee
77   Imaging Committee
78   Immunotherapy Subcommittee

INSTITUTIONAL ACCRUAL

109   Member Accrual

ACKNOWELDGEMENTS

115  Congratulations Travel Awardees  
116  Sponsors/Exhibitors
119  Verastem Sponsor Advertisement
120   Immunogen Sponsor Advertisement
123   Independent Medical Education Grant Support
124   Future Meeting Dates and Locations

Page 2



Welcome to Phoenix
Thank you to our members and partners who have traveled to Phoenix for the Winter
2025 NRG Oncology Meeting! 

Our Meeting agenda has something to offer for every audience! The General Session
gives a comprehensive overview of the ongoing activities in each of the areas of NRG
Oncology. This session occurs on Friday, January 17th from 12:00-1:00pm. At the end of
this session, The NRG Oncology Podcast will launch a special episode discussing our
new Theranostics Subcommittee and the NRG Health Equity Fellowship Program.
Another main session is the Scientific Session on Friday, January 17th from 3:00-4:00pm
where you can hear about recent impactful results and publications that stemmed from
NRG research. We will also be awarding our second NRG Gold Medal to an individual
whose commitment to the missions of NRG has significantly advanced outcomes in the
oncology community in this session. 

This meeting will also be featuring the first ever combined GOG Foundation and NRG
Oncology Symposium titled “Designing and Implementing Pragmatic Clinical Trials in
Oncology” on Thursday, January 16th from 8:00am-12:00pm. If you have registered for
this exclusive event, you will learn about the future of pragmatic clinical trial design across
all disease sites. 

All are invited to join us on Friday evening for the NRG Reception from 6:00-8:00pm.
Attendees will have a chance to mingle among friends and network with new and familiar
faces! We will also be serving refreshments to all guests.

If you are new to our NRG Meeting, please do not be afraid to speak up! We encourage
all our members to actively participate in the different meeting sessions, which are
designed to foster discussion. Your contributions during the NRG Meetings will provide
the momentum to fuel the many great initiatives that NRG seeks to accomplish
throughout the year.

Please browse the full meeting agenda in our Program Book to explore all the potential
sessions you can participate in. 

We hope you have a successful and exciting NRG Meeting experience. 

Norman Wolmark, MD
NRG Oncology Group Chair

Robert Mannel, MD
NRG Oncology Group Chair

Quynh-Thu Le, MD
NRG Oncology Group Chair



www.nrgoncology.org
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Mission Sta t emen t
NRG Oncology

NRG Oncology seeks to improve the 
lives of cancer patients by conducting 
practice-changing multi-institutional clinical and
translational research with emphases on
gender-specific malignancies including
gynecologic, breast, and prostate cancers and
on localized or locally advanced cancers of all
types.

For the Educational Objectives, we list the 
following:

Inform the participants of the current state
of clinical and basic oncologic research,
particularly, but not exclusively as it relates
to clinical trials.
Provide participants with peer review
critiques of progress (or lack of it) with the
objective of self-improvement.
Provide an opportunity to learn research
administration and financial management in
a cooperative group setting.
Provide a forum for experts from diverse
fields to improve research practices and
patient management.
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To better understand our membership, NRG Oncology is
creating a membership database that will contain

demographic information for our members and staff. We
are asking all members to participate, even if your

preferred level of engagement is opting out entirely. For
those that elect to opt in, answering the brief set of

demographic questions will take less than three minutes
to complete. Most questions include a "prefer not to

answer" option. The self-reported information you provide
will be stored securely and accessed only by authorized

NRG personnel. 

Scan the QR code below to access the form.  

Demographic Data
The NRG Oncology

INITIATIVE

NRGOncology.org/Demographic-Data-Initiative
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CHECK OUT OUR MEETING WEBPAGES

NRG2025 

Use the hashtag #NRG2025 to join the conversation.

Facebook
@NRG

Oncology

Instagram
@NRGOnc

LinkedIn
@NRG

Oncology

YouTube
@NRGOnc

CONNECT TO WIFI
Network Login:   nrgmeeting
Passcode:   n1r2g345

The NRG2025 main agenda, session
flyers, attendee information, and more
are posted on our NRG2025 webpages
located at:
www.nrgoncology.org/NRGWinter2025

Continue to check these pages after
NRG2025 ends as we will update this
section with any available presentation
slides and recordings. 

Twitter / X
@NRGOnc

at your finger tips
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Select: "NRG Oncology Winter 2025
Meeting"

Once you are in the NRG Oncology
Winter Meeting, enter your first name,
last name, and the email that you used to
register for the event.

Go to the Apple Store or Google Store

Download the CVENT Events App

Select CVENT EVENTS

Search for Event = NRG

Event ID = NRG ONCW25
(Please note there is a space after NRG)

You'll receive a 6-digit verification code
to your email. Enter the code on the
screen. Tap the arrow. 

Opt in to receive push notifications so
you don't miss any important information!

Meeting App
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Vemue Map
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Special Events, Sessions, and
Workshops

NRG ONCOLOGY

#NRG2025
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CME/Non-CME Agendas
NRG ONCOLOGY

#NRG2025
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Institutional Accrual
NRG ONCOLOGY

#NRG2025
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NRG2025 Travel Awardees

Rebecca Baca

Edward Bleta

Anne Brooks

Cynthia Dwight

Mark Fischer

Adriana Gamboa

Timothy Guinn

Melissa Hana

Haley Kelly

Rachel Lacy

Brittany Lansford

Erin McDowell

Beryl Lauren Manning-Geist

Cortney Montgomery

Jessica Schnase

Tomás Yokoo Teodoro de Souza

James Tsui

Congratulations to all of the members who received travel
awards to the NRG 2025 Winter Meeting. We look forward
to your involvement and contributions! 
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AbbVie
AbbVie’s mission is to discover and deliver innovative medicines and solutions that
address complex health issues and enhance people’s lives. Our commitment is
measured by the impact we make – to patients, to our communities, and to the world.
Our approximately 50,000 employees strive to make a remarkable impact that lasts,
driven by our compassion for people, commitment to innovation and inclusion, service
to the community and uncompromising integrity. Today our products help more than 60
million people living in more than 175 countries, and we are making significant
advancements with a robust pipeline of potential new medicines as we look to find the
treatments of tomorrow. 

Sponsors & Exhibitors
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GSK 
GSK is a focused, global biopharma company. Our purpose is to unite science,
technology and talent to get ahead of disease together and positivity impact the health
of billions of people. 

P
la

ti
n

u
m

S
p

o
n

so
r

Foundation Medicine 
Foundation Medicine is a pioneer in molecular profiling for cancer, working to shape the future
of clinical care and research. Every day, we are driven to help our partners find answers and
take action, enabling more people around the world to benefit from precision cancer care. 

Natera
Signatera is a custom-built circulating tumor DNA (ctDNA) test for molecular residual disease
(MRD) assessment and treatment response monitoring in patients previously diagnosed with
cancer. Signatera’s performance has been clinically validated in multiple solid tumors including
colorectal, breast, and bladder cancers as well as for immunotherapy response monitoring. 
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Sponsors & Exhibitors

Verastem 
Verastem Oncology is late-stage development biopharmaceutical company committed to the
development and commercialization of new medicines to improve the lives of patients
diagnosed with cancer. Our pipeline is focused on RAS/MAPK-driven cancers, specifically novel
small molecule drugs that inhibit critical signaling pathways in cancer that promote cancer cell
survival and tumor growth, including RAF/MEK inhibition and FAK inhibition. For more
information, please visit www.verastem.com and follow us on  LinkedIn. 

Merck 
At Merck, our goal is to translate breakthrough science into innovative oncology medicines to
help people with cancer. The potential to bring new hope to people with cancer drives our
purpose and our commitment. As part of our focus on cancer, Merck is committed to clinical
research with one of the largest development programs in the industry across more than 30
tumor types. 

Eisai
As the U.S. pharmaceutical subsidiary of Tokyo-based Eisai Co., Ltd., we are a fully integrated
pharmaceutical business with discovery, clinical, and marketing capabilities. Our key areas of
focus include oncology and neurology (dementia-related diseases and neurodegenerative
diseases). To learn more about Eisai Inc., please visit us at www.eisai.com/US and follow us on
Twitter and LinkedIn. 

AstraZeneca
We are a global, science-led, patient-focused pharmaceutical company. We are dedicated to
transforming the future of healthcare by unlocking the power of what science can do for
people, society and the planet.
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Sponsors & Exhibitors

Caris Life 
Caris Life Sciences is the leading molecular science and technology company actively developing
and delivering innovative solutions to revolutionize healthcare and improve patient outcomes.
With a primary focus on cancer, Caris suite of market-leading molecular profiling offerings
assesses DNA, RNA and proteins to reveal a molecular blueprint that helps patients, physicians
and researchers better detect, diagnose and treat patients. To learn more, please visit
www.CarisLifeSciences.com. 

IROC 
The Imaging and Radiation Oncology Core (IROC) provides integrated radiation oncology and
diagnostic imaging quality control programs in support of clinical trials conducted by NRG
Oncology and the other Network Groups in the National Clinical Trials Network. IROC staff are
here to answer study data submission related radiation therapy and diagnostic imaging
questions from investigators or other clinical research professionals. 

Exhibit Hall Schedule:
Thursday 7:00am – 6:00pm 
Friday 7:00am – 5:30pm 
Saturday 7:00am – 12:30pm 

Corcept Therapeutics
Corcept Therapeutics is a commercial-stage pharmaceutical company engaged in the
discovery and development of medications to treat severe endocrinologic, oncologic, metabolic
and neurologic disorders by modulating the effects of the hormone cortisol. For more than 25
years, Corcept’s singular focus on cortisol modulation has led to the discovery of more than
1,000 proprietary selective cortisol modulators that have the potential to deliver improved
patient outcomes across a wide range of diseases. In February 2012, the company introduced
Korlym® (mifepristone), the first medication approved by the U.S. Food and Drug Administration
for the treatment of patients with Cushing’s syndrome. Corcept is headquartered in Menlo Park,
California. For more information, visit Corcept.com.  

Complimentary coffee, tea, and soft drinks will be
served in the exhibit area at specified times on each day
that exhibits are open.
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The first treatment to show statistically significant improvements  
in FRα+ platinum-resistant ovarian cancer1-3

ELAHERE Safety Profile1

References: 1. ELAHERE. Package insert. ImmunoGen, Inc.; 2024. 2. Moore KN, Angelergues A, Konecny GE, 
et al. Mirvetuximab soravtansine in FRα-positive, platinum-resistant ovarian cancer. N Engl J Med. 
2023;389:2162-2174. 3. Matulonis UA, Lorusso D, Oaknin A, et al. Efficacy and safety of mirvetuximab 
soravtansine in patients with platinum-resistant ovarian cancer with high folate receptor alpha expression: 
results from the SORAYA study. J Clin Oncol. Published online January 30, 2023. doi:10.1200/JCO.22.01900
4. Data on file. ImmunoGen, Inc. Waltham, MA.

• �Rate of serious AEs: 24% (n=52) with ELAHERE (n=218) vs 33% (n=68) with standard  
chemotherapy (n=207)2

• �Rate of discontinuation due to AEs: 9% (n=20) with ELAHERE vs 16% (n=33) with standard 
chemotherapy1,2

• �The most common (≥20%) AEs, including laboratory abnormalities, were increased aspartate 
aminotransferase, fatigue, increased alanine aminotransferase, blurred vision, nausea, 
increased alkaline phosphatase, diarrhea, abdominal pain, keratopathy, peripheral neuropathy, 
musculoskeletal pain, decreased lymphocytes, decreased platelets, decreased magnesium, 
decreased hemoglobin, dry eye, constipation, decreased leukocytes, vomiting, decreased 
albumin, decreased appetite, and decreased neutrophils1

• �1% of patients treated with ELAHERE reported alopecia (Grade 1) vs 14% of patients treated with standard 
chemotherapy (7% Grade 1 and 7% Grade 2)4

• �In the MIRASOL study, the median duration of ELAHERE treatment was 5 months (range: 0.69 to 27.4)1

 AE=adverse event; CI=confidence interval; FRα=folate receptor alpha; HR=hazard ratio; ORR=overall response rate; OS=overall survival; 
PARPi=poly(ADP-ribose) polymerase inhibitor; PFS=progression-free survival; PLD=pegylated liposomal doxorubicin.

Efficacy endpoint ELAHERE  
(n=227)

Standard chemotherapy  
(n=226)

Progression-free survival1 
HR: 0.65 (95% CI: 0.52, 0.81), 
P<0.0001

5.6 months  
(95% CI: 4.3, 5.9)

4.0 months 
(95% CI: 2.9, 4.5)

Overall survival1 
HR: 0.67 (95% CI: 0.50, 0.88), 
P=0.0046

16.5 months 
(95% CI: 14.5, 24.6)

12.7 months
(95% CI: 10.9, 14.4) 

Overall response rate1,4   
P<0.0001

42% (n=95/225) 
(95% CI: 36, 49)

16% (n=36/224) 
(95% CI: 12, 22)

• Complete response 5% (n=11) 0%

• Partial response 37% (n=84) 16% (n=36)

Duration of response4 6.77 months (95% CI: 5.62, 7.89) 4.47 months (95% CI: 4.17, 5.82)

Give your patients the opportunity for  
more moments that count with ELAHERE
Learn more at ELAHEREhcp.com

Not indicated for pediatric patients. Patient portrayals.

For patients with FRα ,  
platinum-resistant ovarian cancer,  
moments like these matter1

MIRASOL was a confirmatory, global, multicenter, randomized, open-label, phase 3 study evaluating  
the efficacy and safety of ELAHERE vs investigator’s choice chemotherapy (paclitaxel, PLD, or topotecan) 
in FRα-positive, platinum-resistant ovarian cancer. Patients received 1-3 lines of prior systemic therapy; 
prior bevacizumab and PARPi therapy allowed.2 

INDICATION
ELAHERE is indicated for the treatment of adult patients with folate receptor-alpha (FRα) positive, 
platinum-resistant epithelial ovarian, fallopian tube, or primary peritoneal cancer, who have received one 
to three prior systemic treatment regimens. Select patients for therapy based on an FDA-approved test. 

IMPORTANT SAFETY INFORMATION
WARNING: OCULAR TOXICITY
•  �ELAHERE can cause severe ocular toxicities, including visual impairment, keratopathy, dry eye, 

photophobia, eye pain, and uveitis.
•  �Conduct an ophthalmic exam including visual acuity and slit lamp exam prior to initiation of 

ELAHERE, every other cycle for the first 8 cycles, and as clinically indicated.
•  Administer prophylactic artificial tears and ophthalmic topical steroids.
•  �Withhold ELAHERE for ocular toxicities until improvement and resume at the same or reduced dose.
•  Discontinue ELAHERE for Grade 4 ocular toxicities.

WARNINGS and PRECAUTIONS
Ocular Disorders
ELAHERE can cause severe ocular adverse reactions, including visual impairment, keratopathy (corneal 
disorders), dry eye, photophobia, eye pain, and uveitis.
Ocular adverse reactions occurred in 59% of patients with ovarian cancer treated with ELAHERE. Eleven 
percent (11%) of patients experienced Grade 3 ocular adverse reactions, including blurred vision, 
keratopathy (corneal disorders), dry eye, cataract, photophobia, and eye pain; two patients (0.3%) 
experienced Grade 4 events (keratopathy and cataract). The most common (≥5%) ocular adverse reactions 
were blurred vision (48%), keratopathy (36%), dry eye (27%), cataract (16%), photophobia (14%), and eye 
pain (10%). 
The median time to onset for first ocular adverse reaction was 5.1 weeks (range: 0.1 to 68.6). Of the 
patients who experienced ocular events, 53% had complete resolution; 38% had partial improvement 
(defined as a decrease in severity by one or more grades from the worst grade at last follow up). Ocular 
adverse reactions led to permanent discontinuation of ELAHERE in 1% of patients. 
Premedication and use of lubricating and ophthalmic topical steroid eye drops during treatment with 
ELAHERE are recommended. Advise patients to avoid use of contact lenses during treatment with ELAHERE  
unless directed by a healthcare provider. 

Please see accompanying Brief Summary of Full Prescribing Information, including Boxed WARNING.
© 2024 ImmunoGen, Inc., All Rights Reserved. US-MIRV-2400096 05/2024 
ImmunoGen, ELAHERE, and their respective logos are trademarks or registered trademarks of ImmunoGen, Inc. 

results are here

ELAHERE improved  vs standard single-agent chemotherapy1,2
ELAHERE
mirvetuximab
injection mg

immun-gen

sondra.nieradka
Callout
Drives to: HCP Website (2024 Update) 
US-MIRV-2300281 https://www.elaherehcp.com/ 

sondra.nieradka
Line



IMPORTANT SAFETY INFORMATION (CONT’D) 
Refer patients to an eye care professional for an ophthalmic exam including visual acuity and slit lamp exam  
prior to treatment initiation, every other cycle for the first 8 cycles, and as clinically indicated. Promptly 
refer patients to an eye care professional for any new or worsening ocular signs and symptoms. 
Monitor for ocular toxicity and withhold, reduce, or permanently discontinue ELAHERE based on severity 
and persistence of ocular adverse reactions.
Pneumonitis
Severe, life-threatening, or fatal interstitial lung disease (ILD), including pneumonitis, can occur in patients 
treated with ELAHERE. 
Pneumonitis occurred in 10% of patients treated with ELAHERE, including 1% with Grade 3 events and  
1 patient (0.1%) with a Grade 4 event. One patient (0.1%) died due to respiratory failure in the setting of 
pneumonitis and lung metastases. One patient (0.1%) died due to respiratory failure of unknown etiology. 
Pneumonitis led to permanent discontinuation of ELAHERE in 3% of patients.
Monitor patients for pulmonary signs and symptoms of pneumonitis, which may include hypoxia, cough, 
dyspnea, or interstitial infiltrates on radiologic exams. Infectious, neoplastic, and other causes for such 
symptoms should be excluded through appropriate investigations. Withhold ELAHERE for patients who 
develop persistent or recurrent Grade 2 pneumonitis until symptoms resolve to ≤ Grade 1 and consider 
dose reduction. Permanently discontinue ELAHERE in all patients with Grade 3 or 4 pneumonitis. Patients 
who are asymptomatic may continue dosing of ELAHERE with close monitoring.
Peripheral Neuropathy (PN)
Peripheral neuropathy occurred in 36% of patients with ovarian cancer treated with ELAHERE across 
clinical trials; 3% of patients experienced Grade 3 peripheral neuropathy. Peripheral neuropathy adverse 
reactions included peripheral neuropathy (20%), peripheral sensory neuropathy (9%), paraesthesia (6%), 
neurotoxicity (3%), hypoaesthesia (1%), peripheral motor neuropathy (0.9%), polyneuropathy (0.3%), and 
peripheral sensorimotor neuropathy (0.1%). Monitor patients for signs and symptoms of neuropathy, such 
as paresthesia, tingling or a burning sensation, neuropathic pain, muscle weakness, or dysesthesia. For 
patients experiencing new or worsening PN, withhold dosage, dose reduce, or permanently discontinue 
ELAHERE based on the severity of PN.
Embryo-Fetal Toxicity
Based on its mechanism of action, ELAHERE can cause embryo-fetal harm when administered to a pregnant  
woman because it contains a genotoxic compound (DM4) and affects actively dividing cells. 
Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use 
effective contraception during treatment with ELAHERE and for 7 months after the last dose.

ADVERSE REACTIONS
The most common (≥20%) adverse reactions, including lab abnormalities, were increased aspartate 
aminotransferase, fatigue, increased alanine aminotransferase, blurred vision, nausea, increased alkaline 
phosphatase, diarrhea, abdominal pain, keratopathy, peripheral neuropathy, musculoskeletal pain, 
decreased lymphocytes, decreased platelets, decreased magnesium, decreased hemoglobin, dry eye, 
constipation, decreased leukocytes, vomiting, decreased albumin, decreased appetite, and decreased 
neutrophils.

DRUG INTERACTIONS
DM4 is a CYP3A4 substrate. Closely monitor patients for adverse reactions with ELAHERE when used 
concomitantly with strong CYP3A4 inhibitors. 

USE IN SPECIAL POPULATIONS
Lactation
Advise women not to breastfeed during treatment with ELAHERE and for 1 month after the last dose.
Hepatic Impairment
Avoid use of ELAHERE in patients with moderate or severe hepatic impairment (total bilirubin >1.5 ULN).

Please see accompanying Brief Summary of Full Prescribing Information, including Boxed WARNING.

ELAHERE® (mirvetuximab soravtansine-gynx) injection, for intravenous 
use. Initial U.S. Approval: 2022

WARNING: OCULAR TOXICITY
• �ELAHERE can cause severe ocular toxicities, including visual 

impairment, keratopathy, dry eye, photophobia, eye pain, and uveitis.
• �Conduct an ophthalmic exam including visual acuity and slit lamp 

exam prior to initiation of ELAHERE, every other cycle for the first 8 
cycles, and as clinically indicated.

• �Administer prophylactic artificial tears and ophthalmic topical steroids.
• �Withhold ELAHERE for ocular toxicities until improvement and 

resume at the same or reduced dose.
• �Discontinue ELAHERE for Grade 4 ocular toxicities.

1 INDICATIONS AND USAGE
ELAHERE® is indicated for the treatment of adult patients with folate 
receptor-alpha (FRα) positive, platinum-resistant epithelial ovarian, 
fallopian tube, or primary peritoneal cancer, who have received one to 
three prior systemic treatment regimens. Select patients for therapy based 
on an FDA-approved test. 
5  WARNINGS AND PRECAUTIONS
5.1  Ocular Disorders
ELAHERE can cause severe ocular adverse reactions, including visual 
impairment, keratopathy (corneal disorders), dry eye, photophobia, eye 
pain, and uveitis.
Ocular adverse reactions occurred in 59% of patients with ovarian cancer 
treated with ELAHERE. Eleven percent (11%) of patients experienced 
Grade 3 ocular adverse reactions, including blurred vision, keratopathy 
(corneal disorders), dry eye, cataract, photophobia, and eye pain; two 
patients (0.3%) experienced Grade 4 events (keratopathy and cataract). 
The most common (≥5%) ocular adverse reactions were blurred vision 
(48%), keratopathy (36%), dry eye (27%), cataract (16%), photophobia 
(14%), and eye pain (10%). 
The median time to onset for first ocular adverse reaction was 5.1 weeks 
(range: 0.1 to 68.6). Of the patients who experienced ocular events, 53% 
had complete resolution; 38% had partial improvement (defined as a 
decrease in severity by one or more grades from the worst grade) at last 
follow up. Ocular adverse reactions led to permanent discontinuation of 
ELAHERE in 1% of patients. 
Premedication and use of lubricating and ophthalmic topical steroid eye 
drops during treatment with ELAHERE are recommended. Advise patients 
to avoid use of contact lenses during treatment with ELAHERE unless 
directed by a healthcare provider. 
Refer patients to an eye care professional for an ophthalmic exam 
including visual acuity and slit lamp exam prior to treatment initiation, 
every other cycle for the first 8 cycles, and as clinically indicated. Promptly 
refer patients to an eye care professional for any new or worsening ocular 
signs and symptoms. 
Monitor for ocular toxicity and withhold, reduce, or permanently discontinue 
ELAHERE based on severity and persistence of ocular adverse reactions. 
5.2  Pneumonitis
Severe, life-threatening, or fatal interstitial lung disease (ILD), including 
pneumonitis, can occur in patients treated with ELAHERE.
Pneumonitis occurred in 10% of patients treated with ELAHERE, including 
1% with Grade 3 events and 1 patient (0.1%) with a Grade 4 event. One 
patient (0.1%) died due to respiratory failure in the setting of pneumonitis 
and lung metastases. One patient (0.1%) died due to respiratory failure of 
unknown etiology.
Pneumonitis led to permanent discontinuation of ELAHERE in 3% of patients.
Monitor patients for pulmonary signs and symptoms of pneumonitis, 
which may include hypoxia, cough, dyspnea, or interstitial infiltrates 
on radiologic exams. Infectious, neoplastic, and other causes for such 
symptoms should be excluded through appropriate investigations. 
Withhold ELAHERE for patients who develop persistent or recurrent Grade 
2 pneumonitis until symptoms resolve to ≤ Grade 1 and consider dose 
reduction. Permanently discontinue ELAHERE in all patients with Grade 3 
or 4 pneumonitis. Patients who are asymptomatic may continue dosing of 
ELAHERE with close monitoring.

5.3  Peripheral Neuropathy
Peripheral neuropathy occurred in 36% of patients with ovarian cancer 
treated with ELAHERE across clinical trials; 3% of patients experienced 
Grade 3 peripheral neuropathy. Peripheral neuropathy adverse reactions 
included peripheral neuropathy (20%), peripheral sensory neuropathy 
(9%), paraesthesia (6%), neurotoxicity (3%), hypoaesthesia (1%), 
peripheral motor neuropathy (0.9%), polyneuropathy (0.3%), and 
peripheral sensorimotor neuropathy (0.1%).
The median time to onset of peripheral neuropathy was 5.9 weeks (range 
0.1 to 126.7). Of the patients who experienced peripheral neuropathy, 23% 
had complete resolution and 12% had partial improvement (defined as a 
decrease in severity by one or more grades from the worst grade) at last 
follow up. Peripheral neuropathy led to discontinuation of ELAHERE in 
0.7% of patients. 
Monitor patients for signs and symptoms of neuropathy, such as 
paresthesia, tingling or a burning sensation, neuropathic pain, muscle 
weakness, or dysesthesia. For patients experiencing new or worsening 
peripheral neuropathy, withhold dosage, dose reduce, or permanently 
discontinue ELAHERE based on the severity of peripheral neuropathy.
5.4  Embryo-Fetal Toxicity
Based on its mechanism of action, ELAHERE can cause embryo-fetal harm 
when administered to a pregnant woman because it contains a genotoxic 
compound (DM4) and affects actively dividing cells. 
Advise pregnant women of the potential risk to a fetus. Advise females of 
reproductive potential to use effective contraception during treatment with 
ELAHERE and for 7 months after the last dose. 
6  ADVERSE REACTIONS
The following adverse reactions are discussed elsewhere in the labeling:
• Ocular Disorders.
• Pneumonitis.
• Peripheral Neuropathy.
6.1  Clinical Trials Experience
The pooled safety population described in Warnings and Precautions 
reflect exposure to ELAHERE in 682 patients with epithelial ovarian, 
fallopian tube, or primary peritoneal cancer at 6 mg/kg AIBW 
administered intravenously once every 3 weeks until disease progression 
or unacceptable toxicity in Study 0416, Study 0417, Study 0403 
(NCT02631876), and Study 0401 (NCT01609556). The median duration 
of treatment was 4.4 months (range: 1.0 to 30.0). In the pooled safety 
population, the most common (≥20%) adverse reactions, including 
laboratory abnormalities, were increased aspartate aminotransferase, 
fatigue, increased alanine aminotransferase, blurred vision, nausea, 
increased alkaline phosphatase, diarrhea, abdominal pain, keratopathy, 
peripheral neuropathy, musculoskeletal pain, decreased lymphocytes, 
decreased platelets, decreased magnesium, decreased hemoglobin, dry 
eye, constipation, decreased leukocytes, vomiting, decreased albumin, 
decreased appetite, and decreased neutrophils. 
Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer
Study 0416
The safety of ELAHERE was evaluated in Study 0416, a multicenter, open-
label, active-controlled, randomized, two-arm, study in patients (n=453) 
with platinum-resistant epithelial ovarian, fallopian tube, or primary 
peritoneal cancer. Patients received ELAHERE 6 mg/kg AIBW once every 
3 weeks until disease progression or unacceptable toxicity. The median 
duration of treatment was 5 months (range: 0.69 to 27.4). 
Serious adverse reactions occurred in 24% of patients treated with 
ELAHERE. The most common (≥2%) serious adverse reactions were 
intestinal obstruction (5%), abdominal pain (3%), and pleural  
effusion (3%).
Fatal adverse reactions occurred in 3% of patients, including intestinal 
obstruction, dyspnea in the setting of subileus, neutropenic sepsis, 
cardiopulmonary failure, respiratory failure, ischemic stroke, and 
pulmonary embolus. 
Permanent discontinuation of ELAHERE due to adverse reactions occurred 
in 9% of patients. The most common (≥1%) adverse reactions leading to 
permanent discontinuation were pneumonitis (2%), blurred vision (1%), 
and peripheral neuropathy (1%). 



7  DRUG INTERACTIONS
7.1  Effects of Other Drugs on ELAHERE
Strong CYP3A4 Inhibitors
DM4 is a CYP3A4 substrate. Concomitant use of ELAHERE with strong 
CYP3A4 inhibitors may increase unconjugated DM4 exposure, which may 
increase the risk of ELAHERE adverse reactions. Closely monitor patients 
for adverse reactions with ELAHERE when used concomitantly with strong 
CYP3A4 inhibitors. 
8  USE IN SPECIFIC POPULATIONS
8.1  Pregnancy
Risk Summary
Based on its mechanism of action, ELAHERE can cause embryo-fetal 
harm when administered to a pregnant woman because it contains a 
genotoxic compound (DM4) and affects actively dividing cells. Human 
immunoglobulin G (IgG) is known to cross the placental barrier; therefore, 
ELAHERE has the potential to be transmitted from the mother to the 
developing fetus. There are no available human data on ELAHERE use in 
pregnant women to inform a drug-associated risk. No reproductive or 
developmental animal toxicity studies were conducted with mirvetuximab 
soravtansine-gynx. Advise patients of the potential risk to a fetus. 
The estimated background risk of major birth defects and miscarriage 
for the indicated population is unknown. In the U.S. general population, 
the estimated background risk of major birth defects and miscarriage in 
clinically recognized pregnancies is 2-4% and 15-20%, respectively. 
Data
Animal Data: No reproductive or developmental animal toxicity studies 
have been conducted with mirvetuximab soravtansine-gynx. The cytotoxic 
component of ELAHERE, DM4, disrupts microtubule function, is genotoxic, 
and can be toxic to actively dividing cells, suggesting it has the potential to 
cause embryotoxicity and teratogenicity.  
8.2  Lactation
Risk Summary
There are no data on the presence of mirvetuximab soravtansine-gynx 
in human milk or the effects on the breastfed child or milk production. 
Because of the potential for serious adverse reactions in a breastfed child, 
advise women not to breastfeed during treatment with ELAHERE and for  
1 month after the last dose.
8.3  Females and Males of Reproductive Potential
ELAHERE can cause embryo-fetal harm when administered to a  
pregnant woman.
Pregnancy Testing
Verify pregnancy status in females of reproductive potential prior to 
initiating ELAHERE.
Contraception
Females: Advise females of reproductive potential to use effective 
contraception during treatment with ELAHERE and for 7 months after the 
last dose. 
8.4  Pediatric Use
Safety and effectiveness of ELAHERE have not been established in pediatric 
patients. 
8.5  Geriatric Use
Of the 682 patients with epithelial ovarian cancer who were treated with 
ELAHERE across studies, 44% of patients were ≥65 years old. Grade 
≥3 adverse reactions occurred in 51% of patients ≥65 years and in 45% 
<65 years. No clinically meaningful differences in efficacy or safety were 
observed between patients ≥65 years of age compared to younger patients.
Age does not have a clinically meaningful effect on the pharmacokinetics  
of ELAHERE. 
8.6  Renal Impairment
No dosage adjustment of ELAHERE is recommended for patients with mild 
to moderate renal impairment (CLcr 30 to 89 mL/min). The effect of severe 
renal impairment (CLcr 15 to < 30 mL/min) or end-stage renal disease on 
ELAHERE is unknown.
8.7  Hepatic Impairment
Avoid use of ELAHERE in patients with moderate or severe hepatic 
impairment (total bilirubin >1.5 ULN).

No dosage adjustment of ELAHERE is recommended for patients with mild 
hepatic impairment (total bilirubin ≤ULN and AST >ULN or total bilirubin >1 
to 1.5 times ULN and any AST).

17  PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Medication 
Guide). 

Ocular Disorders 
Inform patients about the need for eye exams before and during treatment 
with ELAHERE.

Advise patients to contact their healthcare provider promptly if they 
experience any visual changes. Advise patients to use steroid eye drops 
and artificial tear substitutes. 

Pneumonitis
Advise patients to immediately report new or worsening respiratory 
symptoms. 

Embryo-Fetal Toxicity
Advise pregnant women and females of reproductive potential of the 
potential risk to a fetus. Advise female patients to inform their healthcare 
provider of a known or suspected pregnancy.
Advise females of reproductive potential to use effective contraception 
during treatment with ELAHERE and for 7 months after the last dose. 

Lactation
Advise women not to breastfeed during treatment with ELAHERE and for  
1 month after the last dose.

Manufactured by:
ImmunoGen, Inc. 
Waltham, MA 02451
1-781-895-0600
U.S. License 2288
US-MIRV-2300442

ELAHERE is a registered trademark of ImmunoGen, Inc.
©2024 ImmunoGen, Inc.

All rights reserved.  

Dosage delays of ELAHERE due to an adverse reaction occurred in 54% of 
patients treated with ELAHERE. Adverse reactions which required dosage 
delays in ≥3% of patients included blurred vision (22%), keratopathy 
(19%), dry eye (7%), neutropenia (6%), pneumonitis (6%), photophobia 
(5%), cataract (4%), and peripheral neuropathy (4%).
Dose reductions of ELAHERE due to an adverse reaction occurred in 34% 
of patients. Adverse reactions which required dose reductions in ≥3% of 
patients included blurred vision (14%), keratopathy (10%), peripheral 
neuropathy (6%), and dry eye (5%). 
Tables 4 and 5 summarize adverse reactions and laboratory abnormalities, 
respectively, occurring in ≥10% of patients who received ELAHERE in 
Study 0416.
Table 4: Adverse Reactions Occurring in ≥10% of Patients with 
Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer Who 
Received ELAHERE in Study 0416

 

 

¥ Chemotherapy: paclitaxel, pegylated liposomal doxorubicin (PLD), topotecan.
¤ Blurred vision includes vision blurred, vitreous floaters, visual acuity reduced, 
diplopia, accommodation disorder, and visual impairment. 

† Keratopathy includes corneal disorder, corneal epithelial microcysts, keratitis, 
keratopathy, corneal deposits, punctate keratitis, and corneal opacity.

‡ Dry eye includes dry eye and lacrimation increased.
^ Cataract includes cataract and cataract nuclear.
¥ Fatigue includes fatigue and asthenia.
* Abdominal pain includes abdominal pain, abdominal pain upper, abdominal 
pain lower, and abdominal discomfort. 

¶ Peripheral neuropathy includes neuropathy peripheral, peripheral sensory 
neuropathy, peripheral motor neuropathy, paresthesia, hypoesthesia, 
polyneuropathy, neurotoxicity, and peripheral sensorimotor neuropathy.

◊ Musculoskeletal pain includes back pain, myalgia, neck pain, arthralgia, 
musculoskeletal pain, non-cardiac chest pain, bone pain, pain in extremity, 

musculoskeletal stiffness, musculoskeletal chest pain, and musculoskeletal 
discomfort.

± Pneumonitis includes pneumonitis, interstitial lung disease, respiratory failure, 
and organizing pneumonia.

Clinically relevant adverse reactions occurring in <10% of patients who 
received ELAHERE in Study 0416 included infusion related reactions/
hypersensitivity (8%). 
Table 5: Select Laboratory Abnormalities ≥10% for All Grades, in Patients 
Who Received ELAHERE in Study 0416

*The denominator used to calculate the rate varied from 63 to 214 
(ELAHERE); 63 to 194 (IC Chemo) based on the number of patients with a 
baseline value and at least one post-treatment value.

Immunogenicity: Anti-Drug Antibody-Associated Adverse Reactions   
In studies 0416, 0417, 0401, and 0403 in patients with epithelial ovarian, 
fallopian tube, or primary peritoneal cancer who received ELAHERE 
at 6 mg/kg AIBW administered intravenously once every 3 weeks, 9% 
(57/626) developed anti-drug antibodies. Infusion reactions (including 
bronchospasm, erythema, eyelid erythema, flushing, hypersensitivity, 
periorbital edema, rash, allergic rhinitis, face edema) occurred in 26% 
(15/57) of patients with anti-drug antibodies and in 7% (41/569) who did 
not develop anti-drug antibodies.  

All Grades
(%)

Grades 3-4
(%)

All Grades
(%)

Grades 3-4
(%)

Gastrointestinal disorders

Abdominal 
pain* 34 3 23 2

Diarrhea 29 1 17 0.5

Constipation 27 0 19 1

Nausea 27 2 29 2

Vomiting 18 3 18 1

Eye disorders

Blurred vision¤ 45 9 3 0

Keratopathy† 37 11 0 0

Dry eye‡ 29 3 5 0

Photophobia 18 0.5 0.5 0

Cataract^ 16 3 0.5 0

General disorders and administration site conditions

Fatigue¥ 47 3 41 7

Nervous system disorders

Peripheral 
neuropathy¶ 37 4 23 4

Headache 14 0 10 0

Musculoskeletal and connective tissue disorders

Musculoskeletal 
pain◊ 31 1 21 2

Metabolism and nutrition disorders

Decreased 
appetite 18 1 14 1

Respiratory, thoracic, and mediastinal disorders

Pneumonitis± 10 0.5 0.5 0

Adverse  
Reaction

ELAHERE
(n=218)

Chemotherapy¥

(n=207)

All Grades
(%)

Grades 3-4
(%)

All Grades
(%)

Grades 3-4
(%)

Liver Function Tests

Increased 
aspartate 
aminotransferase

57 0 14 0

Increased alanine 
aminotransferase 38 1 15 1

Increased 
alkaline 
phosphatase

30 1 13 1

Chemistry

Decreased 
albumin 21 1 27 2

Decreased 
magnesium 21 1 29 2

Decreased 
sodium 16 0 18 0

Decreased 
potassium 15 1 11 1

Increased 
calcium 12 0 5 0

Decreased 
bicarbonate 11 0 11 0

Increased 
creatinine 10 0 11 0

Hematology*

Decreased 
lymphocytes 27 3 42 11

Decreased 
leukocytes 23 1 53 10

Decreased 
neutrophils 22 1 45 17

Decreased 
hemoglobin 18 1 63 8

Decreased 
platelets 17 1 20 5

Laboratory Abnormality ELAHERE
(n=218)

Chemotherapy
(n=207)
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Future Meeting Dates & Locations
NRG ONCOLOGY

July 24-26, 2025 - Washington D.C. 

Jan. 22-24, 2026 - San Francisco, CA 

July 16-18, 2026 - Denver, CO 

Page 124




